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An Informed Assent Form does not replace a consent form signed by parents or guardians. The assent is in addition 

to the consent and signals the child's willing cooperation in the study. 

 

[Informed Consent Form for Preemptive scalp infiltration with ropivacaine plus methylprednisolone vs 

ropivacaine alone for relief of postoperative pain after craniotomy in children (RP/MP vs RP) ] 

 

This Informed Consent Form has two parts: 

 Information Sheet (gives you information about the study) 

 Certificate of Consent (this is where you sign if you agree to participate) 

 

You will be given a copy of the full Informed Consent Form 

 

 

PART I: Information Sheet 

Introduction 

Dear patients:  

My name is ________. I am the anesthesiologist in-charge of your surgery. We are conducting a research regarding 

the analgesic effects of local infiltration with a mixture of corticosteroids and local anesthetics. We want to know if 

this new way will reduce postoperative pain after brain surgery, and we think this research could help tell us that.  

 

I am going to give you information and invite you to be a part of our research study. You can choose whether you 

would like to participate or not. We have discussed with your parent(s)/guardian about this research and they know 

that we are also asking you for your agreement. If you are going to participate in the research, your parent(s)/guardian 

must also agree. But if you do not wish to take part, you do not have to, even if your parents have agreed.  

 

You may discuss anything in this form with your parents or friends, or anyone else you feel comfortable talking to. 

You can decide whether to participate or not after you have talked it over. You do not have to decide immediately. 

 

There may be some words that you may not understand or things that you would like me to explain more about. 

Please ask me to stop at any time, and I will take time to explain. If you have questions later, you can ask them of me, 

the study doctor or the staff. 

 

1. Why are you doing this research? 

Many children experience moderate to severe pain after brain surgery. Local infiltration is a common method to 

improve postoperative pain, but only for the first few hours after surgery. Local injection with a mixture of 

corticosteroids and local anesthetics have been reported to reduce the pain after orthopedic surgery. We are attempting 

to find out if this method would also work for brain surgery.  

2. Why are you asking me? 

We are testing the effect of local injection with a mixture of corticosteroids and local anesthetics on children who 

are of your age; between 8 and 18 years old – who undergo brain surgery. We will be asking 100 children to take part 

in this study in Beijing Tiantan Hospital, Capital Medical University. 

3. Do I have to do this?  
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You don't have to be in this research if you don't want to be. It's up to you. if you decide not to be in the research, 

it's okay nothing changes. This is still your clinic, everything stays the same as before. Even if you say "yes" now, 

you can change your mind later it's still okay.  

  I have checked with the child and they understand that participation is voluntary __(initial) 

4. What is this drug and what do you know about it? What is going to happen to me? 

  The mixture solution administrated in this study has now become a routine analgesic method for orthopedic 

surgeries such as knee joint, hip joint, etc.  

If you decide that you want to do this, there will be some things that happen. 

1. Physical examination and medical history inquiry; vital signs (e.g. respiratory rate, body temperature, heart rate, 

etc.); electrocardiogram. 

2. If you meet our eligibility criteria, you will be placed in one of the two groups; either receiving local anesthetics 

alone or a mixture of corticosteroids and local anesthetics for local infiltration. The above drugs are common drugs 

for pain treatment. 

3. We will be conducting regular follow-ups in person for up to 3 days after the surgery. We will also be conducting 

regular telephone follow-up for 6 months after surgery.  

I have checked with the child and they understand the procedures ________(initial)) 

5. Is this bad or dangerous for me? 

Local infiltration is a simple, safe and effective method of preventing postoperative incisional pain. To our 

knowledge, there have been no reports of negative impact of the drugs on incisional wound. However, if any unusual 

thing happens to you, you must inform us. We need to know and you should feel free you to call us anytime with 

your concerns or questions. We will follow you closely and keep track of any unwanted effects or problems. If you 

have concerns or questions, you can call us at any time or ask to visit our pain clinic. You do not need to wait for a 

scheduled visit. 

  6. Is there anything good that may happen to me? 

If you take part in this research, the pain after surgery may or may not be reduced. There may not be also any other 

good things for you. But this research might help us to find a better method to reduce pain, which could later help 

other children undergoing the same surgery.  

I have checked with the child and they understand the benefits_____ (initial) 

7. Is everybody going to know about this? 

We will not tell other people that you are in this research and we won't share information about you to anyone who 

does not work in the research study. After the research is over, you and your parents will be told regarding which 

drugs you received and the results. 

A number will be assigned to you and all of your details will be saved under that number instead of your name. 

Only the researchers will know what your number is and we will lock that information up with a lock and key. It will 

not be shared with or given to anyone (except research sponsors, your clinician, etc.) 

8. What happens if I get hurt? 

If any unusual symptoms appear during the research, we will look after you. We have given your parents 

information about what to do if you are hurt or get sick during the research. 

9. Can I choose not to be in the research? Can I change my mind? 

You do not have to be in this research. No one will be mad or disappointed with you if you say no. It's your choice. 

You can think about it and tell us later if you want. You can say "yes" now and change your mind later and it will still 

be okay. 

10. Who can I talk to or ask questions to? 
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You can ask me questions now or later. You can ask the nurse questions. I have written a number and an address 

where you can reach us. If you are nearby, you can come and visit us. If you want to talk to someone else that you 

know, like your teacher or doctor or auntie, that's okay too. 

If you choose to be part of this research, I will also give you a copy of this paper to keep for yourself. You 

can ask your parents to look after it if you want.  

 

PART 2: Certificate of Assent 

I have read this information (or had the information read to me). I have had my questions answered, and I 

know that I can ask further questions if needed  

I agree to take part in the research. 

Signature of child: ____________________               Date: ________________ 

Print name of child: ___________________                   day/month/year    

 

Statement by the researcher/person taking consent 

I confirm that the child was given an opportunity to ask questions about the study, and all the questions asked 

by him/her have been answered correctly and to the best of my ability. I confirm that the individual has not 

been coerced into giving consent, and the consent has been given freely and voluntarily.  

   

A copy of this assent form has been provided to the participant. 

 

Signature of Researcher /person taking the consent__________________________ 

Print Name of Researcher/person taking the consent________________________     

Date ___________________________    

         Day/month/year 

Contact: __________________ 

 

 

 

Parent/Guardian has signed an informed consent ___Yes___No___(initialed by researcher/assistant) 

 


